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Product: OSStapeTm Chill

BioMedical Enterprise&, lnc.,(BME) intends to introdjicetan, addition 'to theOSStaplictM
.fime, of the OSStapleTrM Staple.Systerm.

Stalbmi tter iiibiffiratdib

B1IOMedie-al.Entetprises. Inc.
14785 Qmnibron bri've~.Ste. 205

'riAntonio:T~exas 78245
Telephone: ('21 0)y677-0354
Cbhtact: ,Jo& W. :Soward

Date Prepared: August 19, 20 10

dassifticiaiibn name: ISingle/niPltiple -ornponeriLmetallic bonec fixation
appliances and accessorics~
Cdmllmon/USLual :Nbme: Bone Staple-
P'rdpri etary Narner OSStapI6'M Chill
Prod tct Code: JDR

Intended UsefL

The OSStapl'e~rtm Phiil is indicated fIbit
Fracture andiostedtomny'fixation 'andj oint artibrodesis of: the hand ~and
lbot and,
Fidiftion of proximal. tibial metaphysis~osteotoni5.

Deviice Descriptibn~and sig

The OS~ta~pleTM Chill is a nifinol implant (iat coiifes iiva-rninp~of sizes and models for
use in ex\treibity bbrie fraigment.flxation,-osteotomy~fixation: :,and j~biiit 'tirtirbddd~ii, The
implani is delivered~td the operating;roorn inan ~opeW' rpariensitic.state., Thd irnpi nt is
thenhiansformned4by ,body heat after iiisetiohn. and contracfsts oa "closed- autesni -ic state.

tld•a6eMiileifefomteOSt lTMJi tkat thje:stjjksdo not require any
externil heat'in g: idy ae cornpletelydransformed by body heat. The OSStapI&YMI~'Clii~l
also inicludes:staliks Withsrrboth~and barbed legs, fo adhievc increased pd I-coil
resistance; All other charaeteristics (if the implant~are identical to the;OSStaplIMT,
P~redicate.

lBenclj~testing-'of the OSStapleTm Chill ~showed that the fimplants rerfiain .n'theiropen
narnrensitic state at operating rcoolm~temiperatuires (200C - 2-40C).anl~LIluly'trenslb~tr-n~to
Ltieikclosed shape byt.!ody temiperature (379Cj. Testing also~slhowed thiafboth th~d
~smooth li amd barbed Versiqns of, ihe OSStApleTM Chill' achievemeqdivaleni or suparibr pdll-
:out resistintce to the OSStapleTM.~



S Lbstantial Eg uivalence>

ThezOSStapleTM ChillILis substantial ly'eqti Wlenc to tlie ptreditatd B3ME;OSStaple"TNI
cleared yl ~ Ali k937 14.

F he FDA has classified these-eqiiivalknt devices as Class lildevices (eog>2l CFIC
883,030) "The .OSSIapleT'm Chil'i~s a Class 1I niedicald&rice.

( jaturd)'
Joe W.-Soward
Director, Qbidlit9A~surance ana Rcguilatot~y Affairs

BioN~edkal Ehtetpri&&~. lnc



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Ser vice

Food arid Drug Adminrstiatron

10903 New Hamipshire Avenue

Document Contr ol Room -W066-G609
Silver Spring, MD 20993-0002

Biomedical Enterprises Inc.
% Mr. Joe Soward
Director, Quality Assurance and Regulatory Affairs
14785 Omicron Drive, Suite 205
San Antonio, Texas 78245SE

Re: K102107
Trade/Device Name: OSStapleTM Chili
Regulation Number: 21 CFR 888.3030
Regulation Narni: Single/Multiple component metallic bone fixation appliances and

accessories
Regulatory Class: IL
Product Code: JDR
Dated: August 9, 201 0
Received: August 10, 2010

Dear Mr. Soward:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801);,.medical device reporting (reporting of medical



Page 2 - Mr. Joe Soward

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRI-Offices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRJ-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gzov/MedicalDevices/Safety/ReportaProblem/default htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

Ydu may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Jnternational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.2~ov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N.Mlero
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



ID0 2O1-
Device Narih~: OSStapjeTM Ch1ill

Indications for Use, SEP 3 2010

The OSStaplbTM Chill is indicated for:

*Fracture and osteotorny~ixation~andjoint~arthrdd'esis
of thtelltid arid'footand.

.. Fixation oftproxirnalt ibial metaphysis ostebtorin'.

-(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDE)

Condrrnc~of-.CDRH-. Office of Device Evaluation:{ODE)

.Prescription Use V' OR Over-'he-Counter Use___
XPer-2,l C".FR 80I.1 .19)

u U ~~~~~~~~~(Optional Format I1'2,96)
(Divsio Sin-Off) t~'
Diviionof urgical, Orthopedi,
and estratve Devices
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